
SEPPIM S.A.S. Zone industrielle 61500 SEES France-

SECTION 7 - 510(k) Summary SP1421

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of sub-
stantial equivalence.I

The assigned 51 0(k) number is: A qi.L3(0.

Submitter ELiTechGroup SEPPIM S.A.S.
Address Zone Indlustrielle, 61500 SEES, FRANCE
Phone number + 33 (0)2 33 81 21 00
Fax number + 33 (0)2 33 2877 51
Contact Valbrie GOURDON (Email: v.gourdon~eitechgroup.com)
Date of Preparation July 8"', 2011

Device names

REAGENT
Trade/proprietary Name: ELITech Clinical Systems ISE CONTROL I and ISE CONTROL I1
Common or Usual Name: "ISE CONTROL I & ISE CONTROL 1111
Device Class Class I
Classification name CFR 862.1660 - Quality control material (assayed and unassayed)
Product code JJY - multi-analyte controls, all kinds (assayed)

Predicate device Biorad-Lyphochek Assayed Chemistry Control Level 1 and 2.(K040273)

Device description ELiTech Clinical Systems ISE CONTROL I and ISE CONTROL I are two level
quality control products consisting of lyophilized human serum with added
constituents of purified biochemicals chemicals, therapeutic drugs , preserva-
fives and stabilizers .
ISE CONTROL I and ISE CONTROL 11 are prepared exclusively from the
blood of donors tested individually and found to be negative for HbsAg and to
antibodies to HCV and HiV according to FDA-approved methods.

Intended Use ELITech Clinical Systems ISE CONTROL I and ISE CONTROL 11 are control
sera for in vitro diagnostic use in quality control of ELiTech Clinical Systems
SE Na, K, Cl, Total C02 on ELiTech Clinical Systems Selectra analyzers
equipped with ISE module.
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Comparison to Predicate device

EL~c--Ciia Systems Device W rdcteeve
-(ISECONTROL'I (Biorad-Lyp5hoch ek - ss d

. & I~istrj Control Lvit
IS CNTOL I!) '"andteveli 7

2(K04027) A .
Intended use ELITech Clinical systems ISE Lyphochek Assayed Chemistry

CONTROL I and ISE CONTROL 11 Control is intended for use as anare control sera for in vitro diagnos- assayed quality control serum to
tic use in quality control of ELITech monitor the precision of laboratory
Clinical Systems ISE Na, K, CI, testing procedures for the analytes
Total CO2 on ELiTech Clinical Sys- listed in the package insert.
tems Selectra analyzers equipped
with ISE module.

Format Lyophilized human ser-um Lyophilized human serum
Levels Two levels Two levels
Handling Carefully open the vial, -avoiding the Uigavlmtcppereconsti-

loss of lyophilizate, and pipette in tute each vial with 5.0 mL of distilled
exactly 5 mL of distilled/deionized or deionized water. Replace the
water. Carefully close the vial and stopper and allow the control to
dissolve the contents completely by stand for 20 minutes, swirling occa-
occasional gentle swirling within 30 sionally.
minutes avoiding the formation of
foam.

S tability Prior to reconstitution, when stored When stored unopened the product
at 2-8 0C and protected from light, is stable at until the expiration date
the controls are stable until the at 2-80C.
expiry date stated on the label. Once the control is reconstituted allAfter reconstitution the analytes are stable 7 days when

stored tightly capped at 2-8oC and
Betwen 28 0 : 7 ays30 days at -10 to -200C.Between -0 and -1 C:a8yay Once thawed, do not refreeze.

(when frozen once)

Note :
Store control sera tightly capped

and protected from light after re-
constitution.

Conclusion The performance data and other information demonstrate that the safety
and effectiveness of these devices versus the predicate devices are not
compromised, and that it met all acceptance criteria, demonstrating that the
device is substantially equivalent to its respective predicate device.
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DLIARMENT F ILtALTFI & IIUMAN SERVICESFLHCeatSrvc

Food aind brug Administration
IleCh Ii OUl 10903 New H anr psh ire AvenueLi

CIO Dub ra H nLt50 Sheer Sprig, M4D 20993
21.7201 23 "' Dr SE Suite 150 SEP 1 1QI
B~othell, WA\ 98021.

Re: k 111996
Irade Name: liIFeeli Clinical Systems [SE Control I and Control 11

Regulation Nnffibe: 2 1 CF'R 862.16601
Regular ion Namre: Quiality Control M'vatial (Assayed and Unassayed)
Regtilttoiv Class : Class 1; Reserved
product Codes: Ui ,
Dated: September 6, 20 11
Received: Sep ten ther 7. 201 1

Dear Ni s. Flu [sowr

Wec have reviewhl your Sect on 511k) prearket notification ofintent to marker thie
device reerenced above and have determind the device is substantially eqttiva lnt (for
the indications for use stared ill thre enclosure) to legally marketed predicate de\'ices
marketed in interstate commcec prio to NMay 28, 1976. the enactinent (late of the
Medical Device Airendmntis, or to devices; that have been reclassified in accordanice
xvith the p)rovisions) of tie Federal Food. Drug, and Cosmetic Act (Act) [fAt do not require
ap~proval of a premnarket approval application (PMA). Y'ou may, therefore, market thle
(leVice. subject to thle general Controls provisionis of the Act. The general cotrois
provisions of tHie Act include requtmems for annual registration, listitng ofdevices.
good manUfacturinlg practice, labeling, and prohibitiotls agairst misbrnding artd
ad~i Itrationl.

If vou r dlevice is clasified (see above) in to cit her class; 11 (Special Co ntrolIs) or class Ill
(PMIA)> it may be subject to suich additionl corttols. EIstin major regulations
aff c tIig your device can be found in Ti tlc 21, Code o U Federal Regulationis (CFRJ Parts
800 to 895. In addition. FDA may publish further announcements concertins yourl
device in the Federal Register.

Please be advised that FDA' s i ssuranece of a s ttbswtn ida I equivale nce de[ttrmin ation dIoes
not mean tAt FDA has mde a deerinaion that yottr device complies with other
requiremens of te Act or arty Federal statutes and regtrltions administered by ctller
Federal ageclcies A% mo ust colnyll xvi th all the Act's requirements, inlc lud ing, but lot
limited to: registration and listing (2 1 CFR Part 801) labeling (21 CFR Parts 801 and
809); mled ical device reporting (rporting of med icalI device-cl ated adverse eveints) (21
CFR 803); and good manufactulring practice requiremtents us set forth inl the quLa~lity
systems (OS) regu ft on (21 CFR Part 820).
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If You desire specific advice for your device on our labeling regulation (21 CFR Part 801) please contact the
Office of hI Vitro Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the
regulation entitled, 'Misbranding by reference to premarket notification" (21 CER Fart 807.97). For
questions regarding postmarker surveillance, please contact CDRI-'s Office of Surveillance and Biomnetric's
(OSB's) Division of Postniarket Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events tinder the MDR regulation (21 CER Part 803), please go to
lhttp://www.fda.gov/M~edicalDevices/Safetv/ReportaProblem/defaiulthltiil for the CDRI-'s Office of
Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities tinder thre Act fromt the Division of Small
ManufaCIctes, International and Consumer Assistance at its toll-free number (800) 638-2041 or ( 30] ) 796-
5680 or at its Internet address htp/wwfagvMd~leie/eoicso~uIdsr/eil~ti

Sincerely yours,

Courtney H-. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure



Indications for Use Form

5 10(k) Number (if known): /' U 9q"
Device Name: __ ELiTech Clinical Systems ISE CONTROL I

ELiTech Clinical Systems ISE CONTROL I[

Indications for Use:
ELITech Clinical Systems ISE CONTROL I and ISE CONTROL 11 are control sera for
in vitro diagnostic use in quality control of ELITech Clinical Systems ISE Na, K, Ci,
Total CO2 on ELITech Clinical Systems Selectra analyzers equipped with ISE
Module.

Prescription Use XAN/R Oe-hConrUs
(Par 21 FR 01 Sbpar D)(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k)__ II 1
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